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m:38175 You are a third-year pharmacy co-op student working at a big pharmaceutical company. You are 
excited to be on the forefront of cutting-edge research and are learning a lot about drug 
development. The company you work for just received a NOC/c from the Pharmaceutical Drugs 
Directorate (PDD) for a drug it has developed. 


Which of the following are true? 
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Select one: 
The medication is authorized for sale but additional evidence is needed ¥ 
Approval is denied and the medication cannot be made available in Canada ¥ 
The medication is now fully licensed and can be marketed in Canada * 
The medication can only be accessed through Special Access Program (SAP) X 


TOPIC: Drug Approval Process 


LEARNING OBJECTIVE: 
Understanding the difference between NOC and NOC/c 


BACKGROUND: 


A Notice of Compliance (NOC) is a full regulatory approval that allows a drug to be marketed in Canada. It's 
issued by Health Canada and confirms that a drug meets Food and Drugs Act regulations for safety, efficacy 
and quality. A Notice of Compliance with Conditions (NOC/c) is given when a manufacturer is required to 
fulfill specific conditions such as providing additional safety data or conducting further studies. These drugs 
can still be marketed and made available to the patients. Once the conditions are met, the NOC/c can be 
converted to a NOC. Generally, manufactures have a set period of time to fulfill the specified conditions. 


RATIONALE: 
Correct Answer: 


* The medication is authorized for sale but additional evidence is needed - A NOC/c means that 
the drug can be sold and marketed but more information is required from the manufacturer before it 
is granted full approval. 


Incorrect Answers: 


e The medication is now fully licensed and can be marketed in Canada - A medication requires a 
Notice of Compliance (NOC) in order to be considered fully licensed in Canada. 


* Approval is denied and the medication cannot be made available in Canada - A NOC/c means 
that the drug can be sold and marketed but more information is required from the manufacturer 
before it is granted full approval. 


* The medication can only be accessed through Special Access Program (SAP) - The Special Access 
Program (SAP) is a method for patients to obtain medications that are not traditionally available to 
them for specific indications. 


TAKEAWAY/KEY POINTS: 


The Notice of Compliance with Conditions (NOC/o) offers expedited access to medications, timely treatment 
options, flexibility for evaluation, a balanced risk and benefit assessment, and promotes collaboration and 
communication to safeguard patient well-being. 


REFERENCE: 


[1] Notice of Compliance, Database, Health Canada. https://www.canada.ca/en/health- 
canada/services/drugs-health-products/drug-products/notice-compliance/database.html 
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12] Notice ot Compliance with Conditions, Health Canada. Accessed June 
2023. https://www.canada.ca/en/health-canada/services/drugs-health-products/drua-products/fact- 
sheets/notice-compliance-conditions-therapeutics-products.html. 


The correct answer is: The medication is authorized for sale but additional evidence is needed 


Which of the following statements regarding Medication Reconciliation is FALSE? 


Select one: 


Medication Reconciliation is a component of seamless care ¥ 
Medication Reconciliation should be performed before a patient is discharged from hospital % 


Medication Reconciliation is comprehensive review of medications to ensure the added, changed, or % 
discontinued medications are carefully evaluated 


Medication Reconciliation can be performed by pharmacy technicians Y 


TOPIC: Canadian Healthcare System 


LEARNING OBJECTIVE: 


To identify characteristics regarding Medication Reconciliation. 


BACKGROUND: 


Medication Reconciliation is a comprehensive medication review that aims to identify discrepancies between 
the Best Possible Medication History (BPMH) and current admission, transfer or discharge medication orders. 
In certain hospitals, trained pharmacy technicians are able to complete the BPMH and flag any discrepancies 
between the home medications and hospital medications, However, the actual reconciliation of medications 
requires clinical knowledge and must be done by a physician, nurse practitioner, or pharmacist (if permitted 
to do so per facility protocols), Medication reconciliation is mostly done in hospitals and is comparable to a 
community pharmacy's MedsCheck. This review is part of the seamless care process that ensures there are no 
medication errors or discrepancies after admittance and before discharge. 


RATIONALE: 
Correct Answer: 


* Medication Reconciliation can be performed by pharmacy technicians - In certain hospitals, trained 
pharmacy technicians are able to complete the EPMH and flag any discrepancies between the home 
medications and hospital medications. However, the actual reconciliation of medications requires 
clinical knowledge and must be done by a physician, nurse practitioner, or pharmacist (if permitted to 
do so per hospital protocols). 


Incorrect Answers: 


e Medication Reconciliation is a component of seamless care - Medication Reconciliation is one of the 
components of the seamless care model. 


* Medication Reconciliation should be performed before a patient is discharged from hospital - 
Medication Reconciliation should ideally be performed pre-discharge. 


* Medication Reconciliation is comprehensive review of medications to ensure the added, changed, 
or discontinued medications are carefully evaluated - A Medication Reconciliation is a 
comprehensive medication review task. 


TAKEAWAY/KEY POINTS: 


Pharmacy technicians are able to complete a BPMH and flag any discrepancies between the home 
medications and hospital medications. However, the actual reconciliation of medications requires clinical 
knowledge and must be done by a physician, nurse practitioner, or pharmacist (if permitted to do so per 
facility protocols). 


REFERENCE: 


[1] Institute for Safe Medication Practices. Medication Reconciliation. https://www.ismp- 
canada.org/download/medrec/medrec schematic fo_ the healthcare_professional_poster.pdf 


The correct answer is: Medication Reconciliation can be performed by pharmacy technicians 


The Canada Health Act provides financial funding to the provinces and territories for Canadians. 
Direct federal healthcare funding exists for all of the following populations, EXCEPT? 


Select one: 
First Nations % 
Seniors ¥ 
Eligible Veterans * 
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Notanswered 


Members of the Canadian Armed Forces % 


TOPIC: Canadian Healthcare System 


LEARNING OBJECTIVE: 


To identify the populations that are covered under the Federal healthcare system. 


BACKGROUND: 


The federal government's roles in health care include setting and administering national principles for the 
system under the Canada Health Act; providing financial support to the provinces and territories and funding 
and/or delivery of primary and supplementary services to certain groups of people. The federal government 
provides direct funding for healthcare services to the First Nations, Inuits, members of the Canadian Forces, 
eligible veterans, federal inmates, and some refugees. Seniors are covered by provincial healthcare plans, 
which differ amongst each province or territory. 


RATIONALE: 
Correct Answer: 


* Seniors - Seniors are covered by provincial healthcare budgets, not the federal budget. 


Incorrect Answers: 
e First Nations - Healthcare costs for First Nations populations are funded by the federal government. 


* Eligible Veterans - The federal government provides funding/delivery of healthcare services to First 
Nations, Inuits, Canadian Armed Forces, eligible veterans, federal inmates, and some refugees. 


* Members of the Canadian Armed Forces - Canadian armed forces and eligible veterans are covered 
by the federal healthcare system. 

TAKEAWAY/KEY POINTS: 

Seniors are covered under the provincial or territorial healthcare systems. 

REFERENCE: 


[1] Health Canada. Canada’s Health Care System. http://www.he-sc.gc.ca/hes-sss/pubs/system-regime/2011- 
hes-sss/index-eng.php 


The correct answer is: Seniors 


Five main principles form the foundation of Canada's national health insurance program. 


Within this program “accessibility” refers to which of the following? 


Select one: 
The plan must cover all medically necessary health services provided by hospitals, medical x 
practitioners, and dentists working in a hospital setting 


Allinsured persons of a province or territory are entitled to the same coverage based on uniform  % 
terms and conditions 
health services 


Canadians who move or travel between provinces or territories can continue to receive publidy  % 


funded health care 


All insured persons must be able to access medically necessary health-care services without financial Y 
or other barriers 


TOPIC: Canadian Healthcare System 


LEARNING OBJECTIVE: 
To identify the five principles of the Canada Health Act. 


BACKGROUND: 


The Canada Health Act contains 5 conditions or principles that the provincial/territorial health insurance 
plans must respect in order to receive federal funding. The five conditions listed in the act are public 
administration, accessibility, comprehensiveness, universality, and portability. 


Public administration means that provincial insurance programs must be publicly accountable for the funds 
they spend. Provincial governments determine the extent and amount of coverage of insured services. 


Accessibility means that Canadians must have reasonable access to insured services without charge or paying 
deductibles or co-pays. 


‘Comprehensiveness means that provincial health insurance programs must include all medically necessary 
services, The Canada Health Act defines comprehensiveness and medically necessary services “for the 
purpose of maintaining health, preventing disease, or diagnosing or treating an injury, illness or disability.” 
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The Universality principle requires provincial health insurance programs to ensure that all insured persons 
have coverage based on uniform terms 


Portability means that insured persons are covered by a provincial insurance plan during short absences from 
that province into other provinces or from Canada, If insured persons are temporarily absent in another 
province or territory, the portability criterion requires that insured services be paid at the host province's rate. 


If insured persons are temporarily out of the country, insured services are to be paid at the home province's 
rate. 


RATIONALE: 
Correct Answer: 


* All insured persons must be able to access medically necessary health-care services without 
financial or other barriers - Accessibility is reasonable access to healthcare services without financial 
or geographical barriers. 


Incorrect Answers: 


© The plan must cover all medically necessary health services provided by hospitals, medical 
practitioners, and dentists working in a hospital setting - This principle is called comprehensiveness. 


* All insured persons of a province or territory are entitled to the same coverage based on uniform 
terms and conditions - This principle is universality. 


* Canadians who move or travel between provinces or territories can continue to receive publicly 
funded health care - This principle is portability. 
TAKEAWAY/KEY POINTS: 


Accessibility describes the principle in which Canadians must have reasonable access to insured medically 
necessary services without charge or paying user fees. 


REFERENCE: 
[1] Canadian Health Care: Canada Health Act. http://www.canadian-healthcare.org/page2.html. 


The correct answer is: All insured persons must be able to access medically necessary health-care services 
without financial or other barriers 


Which of the following statements defines the primary objective of the Canada Health Act? 


Select one: 


To ensure that every person present in the country has health coverage % 
To facilitate reasonable access to health services without financial barriers ¥ 
To ensure that everyone can get equal access to health services no matter who they are ¥ 


To ensure that there is universal access to health services no matter how long they have beenin  % 
Canada 


TOPIC: Canadian Healthcare System 


LEARNING OBJECTIVE: 
To identify the primary objective of the Canada Health Act (CHA). 


BACKGROUND: 


The primary objective of the Canadian healthcare policy is set by the Canada Health Act, which is to “Protect, 
promote, and restore the physical and mental well-being of residents of Canada and facilitate reasonable 
access to health services without financial or other barriers.” The Canada Health Act covers Canadian citizens, 
including First Nations, Inuit, Canadian Forces, eligible veterans, federal inmates, and some refugees. Time is 
also important since people have to wait until they are provided coverage. Provinces may have a waiting 
period or minimum period of residence (not exceeding three months), which must be completed prior to 
being entitled to insured health services 


RATIONALE: 
Correct Answer: 


* To facilitate reasonable access to health services without financial barriers - Reasonable access is the 
primary objective of the Canada Health Act. 


Incorrect Answers: 


* To ensure that every person present in the country has health coverage - Not everyone in the 
country will receive health coverage (e.g. non-residents). 


© To ensure that everyone can get equal access to health services no matter who they are - Only 
citizens and refugees are covered under the CHA. 


© To ensure that there is universal access to health services no matter how long they have been in 
Canada - The primary objective aims to serve citizens and refugees. 
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TAKEAWAY/KEY POINTS: 
Reasonable access to health services is the primary objective of the CHA. 
REFERENCE: 


[1] Health Canada. Canada Health Act - Health Care System. http://www.hc-sc.gc.ca/hcs-sss/medi-assur/cha- 
Ics/index-eng.php. 


The correct answer is: To facilitate reasonable access to health services without financial barriers 


“The ability to access, comprehend, evaluate, and communicate information as a way to promote, maintain 
and improve health in a variety of settings across the life-course” is referred to as? 


Select one: 
Health literacy 
Collaboration % 
Cultural competency * 
Health promotion % 


TOPIC: Canadian Healthcare System 


LEARNING OBJECTIVE: 
To identify the meaning of health literacy. 


BACKGROUND: 


The Public Health Agency of Canada defines health literacy as: "The ability to access, comprehend, evaluate, 
and communicate information as a way to promote, maintain and improve health in a variety of settings across 
the life-course.” There are several factors that can increase or decrease an individual's health literacy. Risk 
factors for reduced health literacy include those over the age of 65 years, minority populations or those with 
low socio-economic status, low degree of education, those living without medical insurance, and poor health 
status. The results of low health literacy often lead to poor health outcomes and increased healthcare costs. 
Healthcare professionals can implement strategies to improve an individual's health literacy. For example, 
speaking slowly and using layman language with visual aids can increase an individual's ability to 
comprehend and evaluate information. 


RATIONALE: 


Correct Answer: 


© Health literacy - Health literacy is the ability to access, comprehend, evaluate, and communicate 
information to promote, maintain and improve health in various settings across the life-course. 


Incorrect Answers: 


* Collaboration - Collaboration refers to working constructively and communicating effectively with other 
members of the healthcare system in order to enhance patient safety and quality of care. 


Cultural competency - The definition of cultural competency most commonly used is “Cultural 
competence is a set of congruent behaviours, attitudes, and policies that come together in a system, 
agency or among professionals and enables that system, agency or those professions to work effectively 
in cross-cultural situations." (Handtke et al.) 


Health promotion - Health promotion is one aspect of Health Canada, but it does not relate to the 
evaluation, communication, and access to health information. 


TAKEAWAY/KEY POINTS: 
Health literacy is the ability to access, understand, evaluate, and communicate health information. 
REFERENCE: 


[1] Canadian Public Health Association. https://www.cpha.ca/health-literacy-and-public-health. 
[2] Murray, T. S, Hagey, J, Willms, D., Shillington, R., Desjardins, R, DataAngel Policy Research Incorporated, 
Canadian Research Institute for Social Policy, the University of New Brunswick, Tristat, Danish School of 
Education, Aarhus University, Denmark, & Canadian Council on Learning. Health Literacy in Canada: A healthy 
understanding. In Canadian Council on Learning (p. 38). 
hitp:/en.copian.ca/library/research/ccl/nealth/health.pdf 

[3] LibGuides: North Carolina Health Literacy: Clear health communication tools and resources. 
hitps://quides.lib.unc.edu/healthliteracy/clear-communication 

[4] Handtke, O., Schilgen, B., & Mésko, M. Culturally competent healthcare — A scoping review of strategies 
implemented in healthcare organizations and a model of culturally competent healthcare provision. PloS One, 


14(7), e0219971. https://doi.org/10.137 1/journal,pone.0219971 
The correct answer is: Health literacy 


Which group is subcontracted from Canada's Agency for Drugs and Technologies in Health (CADTH) for 
common drug reviews? 
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Select one: 
Therapeutic Products Directorate * 
Common Drug Review Committee X 
Canadian Drug Expert Committee Y 
Federal Pharmacy & Therapeutics Committee X% 


TOPIC: Drug Approval Process 


LEARNING OBJECTIVE: 


To identify the process and characteristics of a Common Drug Review. 


BACKGROUND: 


A Common Drug Review (CDR) is a process where a manufacturer requests the drug to be covered by 
publicly funded drug plans such as the Ontario Drug Benefit plan. This request is made to Canada's Agency 
for Drugs and Technologies in Health (CADTH), who seek advice from the Canadian Drug Expert Committee 
(CDEC) or the pan-Canadian Oncology Drug Review (eCODR) Expert Review Committee (pERC). The review 
assesses current evidence and compares the product to available alternatives in terms of safety and efficacy. 
Cost-analysis and cost-effectiveness reviews are then completed to determine if this addition would be of 
benefit. When new indications for medications exist, manufacturers are able to resubmit a common drug 
review. Recommendations are then released by CADTH and it is up to the Provincial and Territorial 
governments to decide whether or not this drug is to be included in publicly funded formularies. 


RATIONALE: 
Correct Answer: 


* Canadian Drug Expert Committee - The Canadian Drug Expert Committee is tasked with assisting 
CADTH in performing drug reviews for formulary addition. 


Incorrect Answers: 


* Therapeutic Products Directorate - This no longer exists and has been replaced with the 
Pharmaceutical Drug Directorate. 


+ Common Drug Review Committee - This committee does not exist. 


e Federal Pharmacy & Therapeutics Committee - There is no such committee at the federal level 
which assists CADTH in drug reviews. 


TAKEAWAY/KEY POINTS: 


The Canadian Drug Expert Committee acts as an advisory board to the CADTH in common drug reviews. 


REFERENCE: 


[1] CADTH Common Drug Review (CDR). CADTH. Canadian Agency for Drugs and Technologies in Health. 
CADTH Common Drug Review. Date modified: November 27, 2017, Accessed: February 23, 
2023. https://www.cadth.ca/submit-drug-cdr-review 


[2] Notice of Compliance - Health Products. Health Canada. Date modified: October 25, 2023. Accessed: 
February 23, 2023. https://www.canada.ca/en/health-canada/services/drugs-health-products/drug- 
products/notice-compliance.html 


[3] Canadian Drug Expert Committee. Canada’s Drug and Health technology Agency. Date modified: October 
11, 2017. Accessed: February 23, 2023. https//www.cadth.ca/canadian-drug-expert-committee-cdec 


The correct answer is: Canadian Drug Expert Committee 


Which of the following is NOT considered a natural health product? 


Select one: 
Distilled Water Y 
Ginger Tablets X 
Toothpaste % 
Hydrolyzed Amino Acids % 


TOPIC: The Canadian Healthcare System 


LEARNING OBJECTIVE: 
To identify what constitutes a natural health product. 


BACKGROUND: 


Natural health products (NHPs) are naturally occurrina substances that are used to improve or maintain aood 
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health. They are often made from plants, but can also be made from animals, microorganisms, and marine 
sources. They come in a wide variety of forms like tablets, capsules, tinctures, solutions, creams, ointments, 
and drops. Many everyday consumer products, like certain toothpaste, antiperspirants, shampoos, facial 
hygiene products, and mouthwashes are also classified as natural health products in Canada. 


Under the Natural Health Products Regulations, NHPs must be safe to use without requiring a prescription 
for sale. NHPs include vitamins, minerals, herbal remedies, homeopathic medicines, traditional medicines, 
probiotics, amino acids, and essential fatty acids. An antibiotic prepared from algae, a bacterium, or a fungus 
is not considered an NHP. 


RATIONALE: 
Correct Answer: 


e Distilled Water - Water is not considered a natural health product. 


Incorrect Answers: 
© Ginger Tablets - Ginger tablets have a natural product number. 
© Toothpaste - Toothpaste is considered a natural health product. 
* Hydrolyzed Amino Acids - Amino acids fall under the category of a natural health product. 


TAKEAWAY/KEY POINTS: 
There are many different types of natural health products, distilled water is not one of them. 
REFERENCE: 


[1] Health Canada. Natural and Non-prescription Health Products - Drugs and Health Products - Main Page - 
Health Canada. http://www-hce-sc.gc.ca/dhp-mps/prodnatur/index-eng.php. 

[2] The Government of Canada. Natural Health Products Regulations. http://laws- 
loisjustice.gc.ca/eng/regulations/SOR-2003-196/index.html. 


The correct answer is: Distilled Water 


Which of the following is NOT part of the cultural competence continuum? 


Select one: 
Cultural awareness 3 
Cultural knowledge X 
Cultural ignorance Y 


Cultural competence * 


TOPIC: Canadian Healthcare System 


LEARNING OBJECTIVE: 


To identify cultural competencies. 


BACKGROUND: 


Cultural competence is the ability to understand, communicate with, and effectively interact with people 
across cultures. Cultural competence encompasses being aware of one’s own warldview, developing positive 
attitudes towards cultural differences, gaining knowledge of different cultural practices and worldviews, The 
cultural competence continuum contains cultural awareness, cultural knowledge, cultural sensitivity, and 
cultural competence. These competencies are sequential and one must achieve cultural awareness before 
obtaining cultural knowledge and so forth. Refer to the diagram below to understand the progression of 
competencies. 


Cultural Competence Model™ 


RATIONALE: 


Correct Answer: 


© Cultural ignorance - Cultural ignorance is not part of the continuum. 


Incorrect Answers: 
e Cultural awareness - Cultural awareness is the first part of the continuum. 
e Cultural knowledge - Cultural knowledge is the second stage of the competence continuum. 


© Cultural competence - In this stage, all cultural diversity is integrated into all aspects of an 
organization. 


TAKEAWAY/KEY POINTS: 


The cultural continuum consists of cultural awareness, knowledge, sensiti 
REFERENCE: 


[1] The Winters Group. Clinician's Guide to Cultural Competency: Resources for Health Professionals. Loma 
Linda University. https://libguides.llu.edu/c.php?g=4293958p=2929607. 


The correct answer is: Cultural ignorance 


ity, and competence. 


Question #: 80 
1D: 52295 In reference to medication pricing, what does PMPRB stand for? 
Not anewered 
Y Flag question Select one: 


Patented Medicine Prices Review Board Y 


Patent Medicine Prescription Review Board * 


Prescription Medicines Prices Review Board % 
Prescription Medication Prices Regulatory Board X 


TOPIC: The Canadian Healthcare System 


LEARNING OBJECTIVE: 
To identify subsections of Health Canada and their respective responsibilities. 


BACKGROUND: 


The Patented Medicine Prices Review Board (PMPRB) protects and informs Canadian consumers by ensuring 
that the prices of patented medicines sold in Canada are not excessive, and by reporting on pharmaceutical 
trends. The PMPRB is a subset of the Health Portfolio. The PMPRB monitors the prices charged by patentees 
for patented drugs on an ongoing basis. Under the Patent Act, patentees are required to file price and sales 
information about their patented drug products at the introduction and twice a year thereafter for each 
strength of each dosage form of each patented drug product sold in Canada, The Board may, on request, 
pre-approve a price under certain conditions by issuing an Advance Ruling Certificate. Patentees are not 
required to obtain approval of the price before a drug is sold. 


Under the Patent Act, the PMPRB is required to report annually to Parliament, through the Minister of Health. 
The report includes a review of the PMPRB's major activities, analyses of the prices of patented medicines, 


and of the price trends of all drugs. The PMPRB is also mandated to report on pharmaceutical research and 
development (R&D) spending in Canada. 


RATIONALE: 
Correct Answer: 


e Patented Medicine Prices Review Board - PMPRB stands for Patented Medicine Prices Review Board. 
It is a federal agency that regulates drug pricing in Canada. 


Incorrect Answers: 


œ Patent Medicine Prescription Review Board - Patent Medicine Prescription Review Board is not the 
correct acronym. 


e Prescription Medicines Prices Review Board - Prescription Medicines Prices Review Board is not the 
correct acronym. 


Prescription Medication Prices Regulatory Board - Prescription Medication Prices Regulatory Board is 
not the correct acronym. 
TAKEAWAY/KEY POINTS: 


The Patented Medicine Prices Review Board is a subset of Health Canada's portfolio that protects and informs 
Canadian consumers by ensuring that the prices of patented medicines sold in Canada are not excessive, and 
by reporting on pharmaceutical trends. 


REFERENCE: 
[1] Health Canada. Act and Regulations. http://pmprb-cepmb.gc.ca/en/legislation/act-and-regulations. 
The correct answer is: Patented Medicine Prices Review Board 
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